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DETAILED ACTION 
Response to Remarks 

The Examiner thanks Applicants for the timely reply filed 7 January 2008, in the matter 
of 10/521,126. 

Applicant's elections without traverse of Group I, claims 1-17 and 27, and of the 
implant species, in the reply filed on 7 January 2008 are both acknowledged. 

The remaining claims of Group II (18-25, 28 and 30) and Group III (26 and 29) are 
hereby withdrawn fi-om fiirther consideration pursuant to 37 CFR 1.142(b) as being drawn to a 
nonelected invention, there being no allowable generic or linking claim. 

The remaining claims 1-17 and 27 are presented and represent all claims under 
consideration. 

Information Disclosure Statement 

An Information Disclosure Statement (IDS), filed 18 April 2005, is acknowledged and 

has been reviewed. 

Specification 

The abstract of the disclosure does not commence on a separate sheet in accordance with 
37 CFR 1 .52(b)(4). A new abstract of the disclosiire is required and must be presented on a 
separate sheet, apart from any other text. 
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Claim Objections 

Claims 1 and 15 are objected to because of the following informalities: they recite 
variables (e.g. Tg, Tm, and Mn), which are not expressly defined in the claims. Based on the 
claims of copending application 10/586,226, the above variables are understood by the Examiner 
to mean: glass transition temperature, melting point temperature and average molecular weight, 
respectively. 

Appropriate correction is required. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-17 and 27 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-24, 32, 33 and 35 of copending 
Application No. 10/586,226. Although the conflicting claims are not identical, they are not 
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patentably distinct from each other because the claims of both applications are directed obvious 
variants of one another reciting biodegradable phase-separated multiblock copolymers which are 
connected by way of aliphatic chain-extenders. Both applications recite similar Markush groups 
of cychc and non-cyclic monomers for constructing the pre-polymers. More particularly, instant 
claim 27 and conflicting claim 32 both recite implant device applications which comprise the 
multiblock copolymer composition, which is recited in claim 1 of both applications. An artisan 
of ordinary skill in the pharmaceutical art would be able to practice the instant invention with a 
reasonable expectation of success under the guidance of the '226 application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 8, 1 1 and 15-17 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Regarding claim 3, the phrase "optionally" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. See 
MPEP § 2173.05(h). 

Claim 8 recites the limitation "said non-cyclic monomers" in lines 2-3 of the claim. 
There is presently insufficient antecedent basis for this limitation in the claim. However, it is 
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observed by the Examiner that were claim 8 to refer to claim 6 rather than claim 5, then no lack 
of antecedent basis would exist. Therefore, for the purposes of examination on the merits, the 
Examiner will prosecute claim 8 as though it were dependent from claim 6. 

A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 1 1 recites the broad recitation 
wherein PEG has "a molecular weight of 150-4000", and the claim also recites that PEG has "a 
molecular weight of preferably of 150-2000, more preferably 300-1000" which are the narrower 
statements of the range/limitation. For the purposes of examination on the merits, the Examiner 
broadly and reasonable interprets the limitations to the instant claim as reciting PEG having a 
molecular weight of 150-4000. 

A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
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2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 15 recites the broad recitation 
wherein pre-polymer (B) has an average molecular weight (Mn) of larger than 1000, and the 
claim also recites average molecular weight ranges of preferably larger than 2000 and more 
preferably larger than 3000, which are the narrower statements of the range/limitation. For the 
purposes of examination on the merits, the Examiner broadly and reasonable interprets the 
limitations to the instant claim as reciting pre-polymer (B) having an average molecular weight 
of larger than 1000. 

A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
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feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 16 recites the broad recitation 
wherein the content of pre-polymer (B) is 10-90 wt.%, and the claim also recites a preferred 
wt.% range of 30-50%, which is the narrower statement of the range/limitation. For the purposes 
of examination on the merits, the Examiner broadly and reasonable interprets the limitations to 
the instant claim as reciting the content of pre-polymer (B) as ranging from 10-90 wt.%. 

A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is 
(a) merely exemplary of the remainder of the claim, and therefore not required, or (b) a required 
feature of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 
USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 
86 USPQ 481 (Bd. App. 1949). In the present instance, claim 17 recites the broad recitation 
wherein the copolymer composition of claim 1 has an intrinsic viscosity of at least 0. 1 dl/g, and 
the claim also recites a preferred range of 1-4 dl/g, which is the narrower statement of the 
range/limitation. For the purposes of examination on the merits, the Examiner broadly and 
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reasonable interprets the limitations to the instant claim as reciting the composition of claim 1 
having an intrinsic viscosity of at least 0.1 dl/g. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of appUcation for patent in the United States. 

Claims 1-10 and 12-17 are rejected under 35 U.S.C. 102(b) as being anticipated by Penco 
et al. (Macromolecular Chemistry and Physics). 

The instant claims are directed to a biodegradable multiblock copolymer comprising two 
pre-polymer components (A) and (B), which are linked by a multifunctional chain-extender 
(claims 1,10 and 1 2). Pre-polymer (A) has glass transition temperature (Tg) is less than 37°C, 
and pre-polymer (B) has a melting point temperature (Tm) between 40-100°C. Claims 10 and 12 
both further limit claim 1 such that they recite how to obtain pre-polymers (A) and (B), 
respectively. However, the aforementioned limitations are product-by-process limitations and, 
per MPEP 2113, hold no patentable weight. The chain-extender is recited as an aliphatic 
polyether (claims 2 and 9). Pre-polymer (A) is further limited to comprising ester groups such as 
diols, dicarboxylic acids and hydrocarboxylic acids as well as other cyclic and/or non-cyclic 
monomers, and/or carbonate groups (claims 3 and 5-8). Claim 4 limits the composition of claim 
1 to fiirther comprising a polyether pre-polymer. Pre-polymer (B) is limited to poly-8- 
caprolactone (claims 13 and 14), wherein it is fiirther limited by its average molecular weight 
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(claim 15) and its percent weight representation within the composition (claim 16). Claim 17 
recites intrinsic viscosity limitations to the composition of claim 1. 

Penco et al. teach multi-block compolymers having the structure of poIy(ester- 
carbonate)s obtained via chain extension involving poIy(Iactic-gIycoIic acid) oligomers (PLGA) 
and oligomeric poly(8-caprolactone)s or PCDTs (Abstract). Chain extension of the PLGA- 
PCDT multi-block copolymer compounds is taught through the additional inclusion of 
poly(ethylene glycol) or PEG oligomers (T|2 Introduction). Tables 1 and 4 both teach molecular 
characterizations for PLGA-PCDT block copolymers, and more specifically the following 
compounds: PLGA 50/50-PCDT1250 and PLGA 50/50-PCDT2000, as shown below: 



M o 1 cc 11 1 a r ( : li a fa cl ci-i si i cs : 


PLGA-PCDT lilock Copolymers 


Tabic 1 Parameter 


I'l.GA 50 50-PC iyi i:50 


Pl.GA 50 50-PCDT2000 


Intrinsic Viscosity [rj\ (dl/g) 

Claimed: = at least 0.1 dl/g 


1.20 dl/g 


0.82 dl/g 


hiblo 3 Parameters 


PCDTinwt. % 

Claimed: %-wt. = 10-90% 


39.31 % 


50.89 % 


Glass Transition Temp. (Tg) 
Claimed: (Tg) is <37°C 


-57.9 °C 


-45.3 °C 


Melting Point Temp. (Tm) 
Claimed: (T„) is 40-100°C 


40.3 °C 


49.4 °C 
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The pre-polymer (B), represented by the PCDT component, in both examples is greater 
than 1000 (e.g. PCDT1250 and PCDT2000). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1-17 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over Penco 
et al (Macromolecular Chemistry and Physics) in view of Cohn et al. (US Pre-Grant Publication 
2001/0009662). 

The instant claims are directed to a biodegradable multiblock copolymer comprising two 
pre-polymer components (A) and (B), which are linked by a multifunctional chain-extender, as 
described above. The composition is fiirther limited wherein the aliphatic chain-extender is 
polyethylene glycol (PEG) having a molecular weight ranging from 150-4000, also as discussed 
above. Independent claim 27 recites an implant device comprising a copolymer of claim 1 . 
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The teachings of Penco et al. are discussed above. 

Penco neither expressly teaches the use of any particular weight of PEG or incorporation 
of the copolymer composition into a medical delivery device such as an implant. 

Cohn et al. teaches a polymeric composition comprising coupled AB diblocks, where A 
is a polyester unit derived from the polymerization of compounds such as lactic acid, lactide, 
glycolic acid, glycolide, e-caprolactone, 6-valerolactone, trimethylene carbonate and p- 
dioxanone and B is derived from a compound such as a hydroxyl-terminated compound initiating 
the polymerization of said monomers from said polyester unit (e.g. 8-caprolactone). Said AB 
diblock being fiirther reacted with one or more coupling or crosslinking agents to form di- 
dib locks or multi-block polymers (claim 1). Polyethylene glycol, also known as polyethylene 
oxide (PEO) and polyoxyethylene (POE), is taught as being used to extend the poljoner chains of 
di- and tri-blocks of the invention (see T|[0092]). Example 3 teaches the synthesis of [MPEG 
550-HDI]2-[(I)LA4-PPG1000-LA4], which is an ACA tri-block of lactic acid (LA)- 
polypropylene glycol 1000 (PPGIOOO)-LA where the tri-block chain is extended using 
polyethylene glycol methyl ether having a molecular weight of 550. The product is 
characterized as having a glass transition temperature around -44°C, having two melting 
temperatures (e.g. endotherms) at 1 1°C and 34°C, and a viscosity value of 43,000 centipoise 
(cps) at 27°C. Pre -polymer (B), which in the case of Example 3 is the PPGIOOO component, was 
added in the amount of 40 grams and represents approximately 24.5% of the entire composition 
produced by the Example. Example 8 teaches synthesis of another tri-block polymer which uses 
poly-caprolactone having a molecular weight of 1250. The polymers of the present invention are 
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also taught as being used in various forms, structures such as films, rods, cylinders, gels and 
biodegradable articles, among many others, which have medical uses such as preventing tissue- 
to-tissue or tissue-to-device adhesion (see Tn|[0093] and [0094]). 

Cohn et al. does not expressly teach pre-polymer melting point temperatures ranging as 
instantly claimed. Intrinsic viscosity is also not taught as being used to characterize any of the 
practiced multi-block copolymer products. 

In view of the combined teachings of the prior art, one of ordinary skill in the 
pharmaceutical art would have been motivated to react the instantly claimed cycUc and/or non- 
cyclic monomer precursors in combination with the aliphatic polyether chain extending polymers 
with a reasonable expectation of successfiiUy achieving the claimed biodegradable multiblock 
copolymer formulation of the instant invention. Such would have been obvious in the absence of 
evidence to the contrary since both Penco et al. and Cohn et al. teach overlapping components 
and variations to their respective compositions, which can be incorporated into the instant 
composition as well as the instant method for closing wounds and preventing microbial growth. 
Though the compositions practiced by Penco et al. are not expressly taught as being 
implemented into an implant device, Penco does provide a broad teaching stating that all the 
products synthesized show similar or lower degradation rates compared to typical samples of 
PLGA normally used as components with drug delivery systems (see Conclusion "4") thereby 
providing motivation for an artisan of ordinary skill to implement the practiced invention into 
implantable and biodegradable medical devices such as those taught by Cohn et al. (see T|[0093]). 
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Therefore, the invention as a whole would have been prima facie obvious to one of ordinary skill 
in the art at the time the invention was made. 

All claims have been rejected; no claims are allowed. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey T. Palenik whose telephone number is (571) 270-1966. 
The examiner can normally be reached on 7:30 am - 5:00 pm; M-F (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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